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Section IX SEP 2 6 2011
Summary of Safety and Effectiveness

(Prepared on July?7, 2011)

Pursuant to §513(i)(3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following
summary of information respecting safety and effectiveness:

Trade Name: TephaFLEX® Mesh

Sponsor: Tepha, Inc.
99 Hayden Avenue, Suite 360
Lexington, MA 02421

Contact Person: Mary P. LeGraw, V.P., Regulatory Affairs

Device Classification Name: CFR §878.3300
Surgical Mesh

Classification: According to Section 13 of the Federal Food, Drug and Cosmetic Act, the
device classification is Class 11, Performance Standards.

Predicate Devices: TephaFLEX® Surgical Mesh
TephaFLEX® Composite Mesh
SupraMESH EXTRATM

Device Description: The TephaFLEX mesh is a resorbable mesh prepared from poly-4-
hydroxybutyrate (P341-11). The mesh is prepared from undyed, size 5-0
monofilament P4HB fiber that is knitted into a surgical mesh. It is
provided in single sheets of varying widths and lengths and may be cut to
the shape or size desired for a specific application.

Indications for Use TephaFLEX mesh is intended to reinforce soft tissue where weakness
exists in patients requiring soft tissue repair or reinforcement in plastic
and reconstructive surgery, or for the repair of hernia or other fascial
defects that require the addition of a reinforcing or bridging material to
obtain the desire surgical result.

Safety and Performance: Mechanical and in vivo animal testing was performed based on
recommendations identified in the FDA surgical mesh guidance
document: The Guidance for the Preparation of a Pre-market Notification
Application for a Surgical Mesh. Specifically, comparative burst strength,
suture pull-out strength, tensile strength and tear resistance strength was
characterized. In viva strength retention was characterized via a
subcutaneous implantation study. The mechanical and in viva data
collected determined the mesh to be substantially equivalent to the
predicate devices.

Conclusion: Based on the indications for use, technological characteristics, and safety
and performance testing, the TephaFLEX mesh has been shown to be
substantially equivalent to predicate devices under the Federal Food,
Drug and Cosmetic Act.
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[Dear Ms. LeGraw:

WeC have reviewed y'our Secion 5 10(k) premarket notification of indent to market thie dev'ice
referenced above and have determined the device is substantially equivalent (for the inidlicat ions
For Use Stated inl the enlosure) to legal I)' m arketed predicate devices marketed in interstate
commerce pr ior to N'lav 28, 1976: the enactment date of the tvedical [Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,'
and Cosmetic Act (Act) that do not requLire approval of a preniarket approval application (['MIA).
YOU may. therefore, market the device, subjeut to the general controls provisions of the Act. T1he
general controls provisions of the Act iFel tide requirements for annuial registration. I isting of'
devices, good maim tlturing plactice, labeling-, and prohibitions against misbranding and
adulterationl. Please note: CDRI-I does niot evaluiate information related to contract liability
warranties. We reminird Y011, however, that device labeli ng mu11st be truth fu and niot misleading.

IfV your device is classified (see above) into either class 11 (Special Controls) or class Ill (PN'IA), it
may' be subject to additional controls. L~xi sting major regUlations affecting your11 device cani be
1ouind in the Code of Federal ReguLlations. Title 21I, Parts 800 to 898. In add iti on, FID A may
publish Further announcements con)cernling~ your device in the Federal Re gister.

['lease be advised that FDA's issuance of a substantial equivalenice determination does not mecan
that FDA has made a deteriniiation that 'Your device complies wvith other reqluiremenctts ofithe Act
or any Federal statutes and rI-CLttl ations administered by other Federal agencies. YOU in uIst
comly with all the Act's reqluirements. incCluding, but not limited to: registration and listirm1 (21
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C11 Part 807); labeling (21 CUR Pin 801); medical device repoting (repornn of medical
tcev ice-ic Ialed ad verse events) (2 1 CIR 803); good manutifac turing practice req Lirennts as set
forth it) the qluality systems (QS) reuain(21 CUR Part 820); and F 'applicable, the electronic
p)odU~ Lid mat ion cont rol provisions (Sections 531 -542 oF the Act): 21 C PR 1000-1050.

If you diesire specific advice for your device on our labeling regulation (2 1 CUR Part 801 ), please
go to 1q:\\\ wILa.('C / ott[D/euisIllcsCDRI/CDR10Hic/titI 15809.1ai Jar-
the Center for Dev ices and Radiological F-IcalIth 's (CDRI-['5) 0 Ffie of Corn 11 ane. Also, ple
noithe regulation entitled. 'IMrndn by reference to premarket notificaton'' (2 1 CUR ['art
807.97). For questions regarding the reporting of adverse events tinder the N'!DR reguLlation (2 1
CUTR Part 803), please go to
ittlp //w\\w. fda. uov/MI ed calI Devi ces/Sa fetv/Reportallroblern/de Fault. h111 tinM thle CD R I's Office

of S LirveilIlance andl B ionetrics/F)i vision of Postmarket S urvcillance.

You mnay obtain other general itnation On your11 responsibilities Under the Act Fromi the
Division of Small Manufacturers, International and Consumner Assistance at its toll-free rnumber
(800) 638-204 1 or (301) 796-7 100 or at its Internet addi-ess
Ii tt j :/www.fda.ctOv/NI cdi cal hey ices/RZeso urces For)'ou/lnd itrv/de li l. 

Sincerely yours.

-M, 'ark N. N'velkerson

Division orFS Lirgica I, Orthopedc
and Restorative Devices

Office of Device E~valutationl
Center for Devices and
Radiological HeI alt h

Enclosure



Indications for Use

510(k) Number (if known): Unknown Viiicpy
Device Name: TephaFLEX@ Mesh

Indications for Use:

The TephaFLEX® mesh is intended to reinforce soft tissue where weakness exists in
patients undergoing plastic and reconstructive surgery. or for the repair of hernia or other
fascial defects that require the addition of a reinforcing or bridging material to obtain the
desire surgical result.

Prescription Use: X AND/OR Over-The-Counter _

(21 CFR 801 Subpart D) (21 CFR 801-Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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